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Registration List for April 28, 1999 Stakeholders Meetin |5 FPA
Manish Ingle T Y s
Firm: Centeon -
B-505, Marquis ' qb

251 W. Dekalb Pike

King of Prussia, PA 19406
610-992-1761
ingle1397@yahoo.com

Nayana Ingle
Same address as above
Same phone #
Nayana ingle@vahoo.com

Dr: Heidi K. Krenz

Berlex

Director, Medical Affairs and Drug Safety Department
300 Fairfield Road

Wayne, NJ 07470-7358

973-694-4100, 973-305-5443

FAX: 800-558-3101, 973-305-5447
Heidi dr. krenz@berlex.com

Dr. Larry Bell, Senior Director
Regulatory Affairs - Domestic
Merck Research Labs.

Div of Merck & Company, Inc.
P.O. Box 4

West Point, PA 19486
610-397-2301

FAX: 610 397-2516

Michael Flicker, Director
Regulatory Affairs -Domestic
Same firm and address as above
610-397-3193

FAX: 610-397-2516

Ashok V. Katdare, Ph.D.

Senior Director of Formulations

Delsys Pharmaceuticals Corporation

307 College Road, East

Princeton, NJ 08540

609 987-0200 X: 209 '

Sandra Bihary-Acquaviva
AstraZeneca

q 9N -038( | LST3



302-886-2192

sandra.bihary-acquaviva@phwilm.zeneca.com

Erika Parker
The same information as below

Erika parker@covance com

Sheryl Mowers
1-800-248-7228
FAX1-610-964-1289
sheryl.,mowers@covance.com

Beata Zielinski

GCP Compliance Liaison
Astra Pharmaceuticals, L.P.
725 Chesterbrook Boulevard
Wayne, PA 19087-5677
610-695-1645

FAX: 610 722-7551

Beata zielinski@astrapharmaceuticals.com

Michael Umen, President
Michael Umen & Co.
352 N. Easton Road
Glenside, PA 19038

215 576-5608

FAX: 215-576-6456 -~

Documentation@home.com

Andy Lee

Adis International

860 Town Center Drive
Langhorne, PA 19047
215-741-5225

FAX: 215 741-5282
andvl@adis-usa.com

Dr. Bruce Burlington
Wyeth Ayerst Research
145 King of Prussia Road
Rador, PA 19087
610-964-0148

FAX: 610-964-0148
burlinb@war.wyeht.com

Bill Hischorn
Temple University



610-975 5235
1 Radnor Corp. Center

\ Radnor, Pa 19087

Dong-Churl Suh
Assistant Professor
Rutgers University
College of Pharmacy
160 Frelinghuysen Road
Piscataway, NJ 08854
732-445-5463
dsuh@rci.rutgers.edu

Mark Rosengarten

Director of Regulatory and Biomedical Affairs
Platex Products Inc.

75 Commerce Drive

Allendale, NJ 07401

201-785-8040

FAX: 201 785-8212

rosengm(@playtexproductsinc.com

Jon Villaume, PH.D --Senior Director/Site Director
Sanofi Research

9 Great Valley Parkway

P.O. Box 3026

Malvern, PA 19355

610-889-6028

FAX: 610-889-6919

Robert Dodemaide
QA&RA Manager
Hoechst Roussel Vet
30 Independence Blvd
Warren, NJ 07059
908-231-2997

FAX: 908-231-4462

rdodemai@hrvet.com

Stanley M. Reynolds
Immunology and Virology
P.O. Box 500

Exton, PA 19341-0500
110 Pickering Way
Lionville, PA 19353
610-363-8500

FAX: 610-436-3346



Wendy Lebing

Director, QA & RA Outreach
Temple University

425 Commerce, Suite 175

Ft. Washington, PA 19034
215-591-2336

FAX: 215-591-2334
Wiebing@thunder.temple.edu

Chris Kowtna

Dupont Pharmaceuticals
Chestnut Run Plaza

723 Centre Rd.
Wilmington, De 19085
302-992-5268

Richard Kaplan

Group Director/QA

Ortho Biotec

1208 Warden Way

Ft. Washington, PA 19034
215-628-9086
FAX:215-651-6416

Jothimani Krishnaraju

Pharmacy School Student PharmD
Temple School of Pharmacy

3307 Broad St

Phila., PA 19140

215-572-5784

Marie Pinto
Pharmacy Student
Temple University
6524 Lansdowne Ave.
Phila., PA 19151
215-477-7305

marieelena@hotmail.com

Sandra Karasik

Temple University School of Pharmacy

942 South St.
Phila., PA 19147
215-925-4432

Roger Rivera, Plant Manager
The same information as below

)



Michael Himler, QA/QC Supervisor
JRH Biosciences

320 Swampbridge Road

Denver, PA 17517

717-336-4410

FAX: 717-336-3708

www.jrhbio.com

Paul Coplan
610-397-2355
FAX: 610-397-2992

Kristin_dolte@merck.com

Arthur Levin
212-674-7105
FAX: 212-674-7100

Artel2@compuserve.com

Paul Hoeprich, Jr.
Program Manager
Hewlett Packard

2850 Centerville Road
Wilm., DE 19808-1610
302-633-8585

FAX: 302-993-5945
Paul hoeprich@hp.com

Carolyn D. Jones

Associate VP, Technology and Regulatory Affairs
Health Industry Manufacturer Association
202-783-8700

FAX: 202-783-8750

Cjone(@himanet.com

Dr. Peter Gruer, Senior Director
The same information as below

Ms. Linda Hostelley, Executive Director
The same information as below

Dr. I. Sanford Smith, Senior Director
Worldwide Product Safety, Merck Research Labs.

Cindy Sullivan
Regulatory Affairs
GOIJO Industries, Inc.
1-800-321-9647



Lorna C. Totman, Ph.D.

Director of Scientific Affairs

Consumer Healthcare Products Association
1150 Connecticut Ave.

Washington DC 20036-41-93
202-429-9260

FAX: 202-223-6835

Deryl G. Kennel

Lead QA Analyst

Merck & Co., Inc.

1 Merck Drive Whitehouse Station, NJ 08889
908-423-7649

FAX: 908-735-1407

Shelley mclarmon@merck.com

Dr, William Tierney, President
Tierney & Associates, Inc.
687 County Road 579
Pittstown, NJ 08867-9416
908-735-4970

FAX: 908-730-6404

Dr. David Massie, President
The information is the same as below

Philip Palangio, Consultant
Logic Laboratories, Inc.
P.O. Box 5468

Clinton, NJ 08809
908-832-0377

FAX: 908-832-0386

p-palangio@msn.com

Betsy Varghese

9601 Ashton Rd.

Apt.#0-16

Phila., PA 19114
215-698-1613

PHARM-D Candidate
Temple School of Pharmacy
Bvargh01@unix.temple.edu

Christine (Rahway) Peverly

Christine Peverly@merck.com

Dr. Eric A. Floyd



Associate Director - Regulatory Affairs
Merck & Company, Inc.

Blue Bell, PA

610-397-7788

\,—ejaine amirault@merck.com

Ling Su, Ph.D.
Epidemiologist

Merck & Co., Inc.

PO Box 4, BL 1-7

West Point, Pa. 1486-0004
610-397-7004

FAX: 610-397-2992

Ling su@merck.com

Kristin S. Dolte
Epidemiology
Merck & Co. BL1-7
Blue Bell, PA
610-397-2355

FAX: 610-397-2992

Kristin dolte@merck.com

David V. Mihalic PharmD Candidate
Temple School of Pharmacy

9752 Cowden St.

Phila., PA 19115

215-673-8068
Pharmboy2@usa.net

Brian Baker Pharm D Candidate
Temple School of Pharmacy
Pharmboy2@usa.net

Peter Doukas

Dean, Temple University School of Pharmacy
3307 N. Broad St.

Phila., PA 19141

215-707-4990

FAX: 215-707-3678

David W. Blois, Ph.D.

Vice President, Worldwide Regulatory Affairs
BLA-22

West Point, PA 19486

610-397-2304

FAX: 610-397-2335



)

Blois@merck.com

Jennifer S. Louie

SmithKline Beecham

1250 S. Collegeville Rd.

Collegeville, PA 19426

Temple University School of Pharmacy
610-917-7699

FAX: 610-917-4199

Jennifer S Louie@sbphrd.com

Kathy Callison
Cephalon, Inc

145 Brandywine Pky
West Chester, PA 19380
610-738-6131

FAX: 610-738-6642

Kecalliso@cephalon.com

Clara Gudolonis

Regulatory Compliance Specialist
Jacobs Engineering Group

908 Green St.

Bridgeport, PA 19405
717-627-9314

FAX: 610-238-1100
CLARA.GUDOLONIS@JACOBS.COM

Joanne Der Pilbosian
Quality Assurance Specialist
Unaffiliated

10 Roebling Ave.

Trenton, NJ 08611
609-393-3922

FAX: 609-452-7448

Ed Mathewson

Project Stability Analyst

Merck & Co., Inc.

PO Box 4

West Point, PA 19486

215-652-4121

FAX: 215-652-5049

Edward mathewson jr@merck.com

Also a student at Temple University QA/RA graduate program.

Lisa Johnson-Pratt, MD



)

Associate Director, Clinical Development
Merck & Company, Inc.

PO Box 4, HM-222

West Point, PA 19486-0004
215-328-2092

FAX: 215-328-2444

\\ Megan cassidy@merck.com

Cristina Kerry

SmithKline Beechman, WSO Biopharmaceuticals
610-231-3821

Cristina.F Kerry@sb.com

Karl Woodland
SmithKline Beechman, WSO Biopharmaceuticals
610-231-3821

Karen Becker

Temple University Hospital Public Relations
3401 N. Broad St.

Jones Hall 909

Phila., PA 19140

215-707-7787
kredden@astro.ocis.temple.edu

Timothy J. Sheehan
Manager, Quality Assurance
Cephalon, Inc.

145 Brandywine Parkway
West Chester, PA 19380
610-738-6574

FAX: 610-738-6642

Tsheehan@cephalon.com

John J. Braithwaite
Accupac, Inc.

1501 Industrial Blvd.

Box 200

Mainland, PA 19451-0200
215-256-7000

FAX: 215-513-2013

Jon R. Wallace
Cephalon, Inc

145 Brandywine Parkway
West Chester, PA 19380
610-738-6534



jwallace@cephalon.com

Dr. Gregory P. Geba
Merck

Clinical Development
215-328-2271

FAX: 215-328-2444

Mailstop: HM202
Mary radtke@merck.com

Christopher Betz

Temple University School of Pharmacy
Cbetz@nimbus.ocis.templ.edu

Marc M. Feinberg
Global Pharmaceutical

Jean Mazet

Principal

Eclipse Quality Assurance/Regulatory affairs Services
38 Briar Circle

Greenbrook, NJ 08812

732-968-1837

FAX: 732-968-8235
QARA@Eclipse Net

Jin Zhu
Statistician

SmithKline Beechman
Jin Zhu-1@sbphrd.com

Tom Kirsch

Executive Director, Regulatory Practices
Johnson & Johnson

Welsh & McKean Rds.

Spring House, PA 19477

215-628-5023

FAX: 215-628-5335

Tkirsch@prius.inj.com

Cary Ruscus

Pink Sheet

5550 Friendship Blvd.
Suite 1

Chevy Chase, MD 20815
301-664-7112

FAX: 301-656-3094
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John Weisel

Director, Clinical Production QA
Johnson & Johnson

Welsh & McKean Rds.

Spring House, PA 19477
215-628-5132

FAX: 215-628-5335

Jweisel@prius.jnj.com

(oq/
The following is the list of PHI-DO FDA'ers:

Susan Setterberg
Regional Food and Drug Director

Joseph Phillips
Deputy Regional Food and Drug Director

Thomas Gardine
District Director

W.Charles Becoat
Science Branch Director

Francine Smith
Chemist

Ann DeMarco
Compliance Officer

Anitra D. Brown-Reed
Public Affairs Specialist

The following individuals all work for the Eli Lilly Company and they have their own
registered site, they will not be at Temple. Elizabeth Sloan, Pharm D, Manager, US
Regulatory Affairs is the contact. 317-276-1203. I will fax that list separately.
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1 215 597 4668 : —

04709799 11:26 FAX 1 215 597 %0
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* Lilly Corporate Center, Indlanapolis, IN 462285

Eli Lilly and Company
| b

To: Anitra Brown-Feed 'me: Elabeth Sloan
Faae 21 5%:330 Eagm: 1

Phone: [215-597-4390 Date: [04/06/99

Re:; Registration of attendees for the FDA

stakeholder mesting on April 28, 1999

] Urgent X For Review U Ploase Comment [J Please Reply O Please Recycle

® Comnmrents:

Dear Ms; Brown-Reed:

. The following individuals will be in atendance at the Eli Lilly and Company registered sitas for the video

downlink of the stakeholdars meeting on April 28", If additional individuals will be in attendance, | will
Yorward these names to you. The video downiink logistics have already been arranged. If additiona)

.pformatior Is needed, please contact me at 31 7-276-1203,

‘Dr. Norma Ascroft, Senior Regulatory Associate, US Regulatory Affairs

Dr. Suzanne Bates, Manager, Giobal Safety Monitoring

Dr. Thomas Copmann, Director of Regulatory Affairs, US Regulatory Affairs - Rockville
Dr. Gregory Enas, Director of Regulatory Affairs, US Ragulatory Affairs

Dr. Steven Hamburger, Senior Reguiatory Research Scientist, US Regulatory Affairs
Dr. Isaac Harmmond, Clinical Research Physician, Giobal Safety Monitoring

Mr. Robert Hizer, Senior Information Consultant, IT Administration Medical/Regulatory
Dr. Ruth Kramer, Senlor Regulatory Research Scientist, US Regulatory Affairs

" Dr. Wayne Millar, Senior Regulatory Research Scientist, US Regulatory Affairs

Dr. Elizabeth Sloan, Manager, US Regulatory Affairs, LTC Liaison
Ms. Lee Tumminello, Legal Counsel, US Operations

Sloan, PharmD,

. Manager, US Regulatory Affairs, LTC fialsan
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